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SUMMARY: The Food and Drug :Administration (FDA) is announcing,the 

availability of a guidance for industry (#123) entitled “Development of Target 

Animal Safety and Effectiveness Data to Support Approval of Non-Steroidal 

Anti-Inflammatory Drugs for Use in Animals,” This guidance provides 

recommendations regarding the development of target animal safety and 

effectiveness data to support approval of veterinary nonsteroidal anti- 

inflammatory drugs (NSAIDs),, specifically cyclooxygenase (COX) inhibitors: 

DATES: Submit written or electronic comments on agency guidances at any 

time. 

ADDRESSES: Submit written requests for single copies of the guidance to the 

Communications Staff (HFV-123, Center for Veterinary Medicine, Food and 

Drug Administration, 7519 St’andish Pl., Rockville, MD 20855. Send one self- 

addressed adhesive label to assist that office in processing your requests. See 

the SUPPLEMENTARY INFORMATION section for electronic access to the guidance 

document. 
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Submit written comments on the guidance to the Division af Dockets 

-*-Management (HFA-305), Food and Drug Administration, 5630 F ishers.Lane, I 
rm. 1061, Rockville, MD 20852. Submit electronic comments to h ttp :// 

www.fda.gov/dockets/ecomm&nts. Comments should be identified with  the full 

title  o f the guidance and the docket number found in brackets in the heading 

of this document. 

FOR FURTHER INFORMATION CONTACT: Linda W ifmot, Center for Veterinary 

Medicine (HFV-114), Food and Drug Administration, 7500 Standish PI., 

Rockville, MD 20855, 301-827-0135, e-mail: Iwilmot@cvm$&.gov. 

SUPPLEMENTARY INFORMATiON: 

I. Background 

In the Federal Register of November lo,2004 (69 FR 65202), F  

published a notice of availability for a  draft guidance entitled “Development 

o f Target Animal Safety and Effectiveness Data to Support Approval o f Non- 

Steroidal Anti-Infhmmatory Drugs for Use in Animals”’ giving interested 

persons until January 24, 2005, to comment on the draft guidance. Th is final 

guidance reflects changes in response to comments received on the draft 

guidance. In addition, FDA provided further clarification regarding 

recommendations on the generation of pharmacokinetic (LX) data. In 

particular, FDA included several examples of the type of PK information that 

would be recommended for certain types of products including those involving 

repeated administration or mu ltiple dosage forms. 

II. Paperwork Reduction AC% of ME 

This guidance refers to previously approved collections of information 

found in FDA regulations. These collections of information are subject to 

review by the O ffice of Management and Budget [OMB) under the Paperwork 



Y  
. /^  3  

R e d u c tio n  A ct o f 1 9 9 5  (44  U .S .C . 3 5 0 1 - 3 5 2 0 ) . T h e  col lectio n s  o f in fo r m a tio n  

a d d r e s s e d  in  th is  g u i d a n c e  h a v e  b e e n  a p p r o v e d  u n d e r  O M B  c o n tro l  n u m b e r  

0 9 1 0 - 0 0 3 2 . 

III. S ign i fica n c e  o f G u idance  

This  level  1  g u i d a n c e  is b e i n g  issued consis te n t w ith  F D A ’s g o o d  g u i d a n c e  

p rac tices  regu la tio n  (21  C F R  1 0 .1 1 5 ) . Th is  g u i d a n c e  rep resen ts th e  a g e n c y ’s 

cur ren t th ink ing  o n  th e  d e v e l o p m e n t o f ta r g e t an ima l  sa fe ty a n d  e ffec tiveness  

d a ta  to  suppo r t app rova l  o f non -s te ro ida l  a n ti-in fla m m a tory  d rugs  fo r  u s e  in  

an ima ls . It d o e s  n o t c rea te  o r  c o n fe r  a n y  r igh ts fo r  o r  o n  a n y  pe rson  a n d  d o e s  

n o t o p e r a te  to  b i n d  F D A  or  th e  pub l ic . A n  a l te r n a tive  a p p r o a c h  m a y  b e  u s e d  

if such  a p p r o a c h  sa tisfies  th e  r e q u i r e m e n ts o f th e  app l i cab le  sta tu tes  a n d  

regu la tio n s . 

IV . C o m m e n ts 

A s w ith  al l  F D A  gu idances , th e  pub l ic  is e n c o u r a g e d  to  submi t wr i tte n  

o r  e lec tron ic  c o m m e n ts w ith  n e w  d a ta  o r  o the r  n e w  in fo r m a tio n  pe r tin e n t to  

th is  g u i d a n c e . F D A  per iod ica l ly  w ill rev iew th e  c o m m e n ts in  th e  docke t, a n d  

w h e r e  app rop r ia te , w ill a m e n d  th e  g u i d a n c e . T h e  a g e n c y  w ill n o tify th e  pub l ic  

o f a n y  such  a m e n d m e n ts th r o u g h  a  n o tice  in  th e  Federa l  R e g iste r . 

In te res te d  pe rsons  m a y  submi t to  th e  D iv is ion o f Docke ts M a n a g e m e n t (see  

A D D R E S S E S )  wri tte n  o r  e lec tron ic  c o m m e n ts rega rd ing  th is  d o c u m e n t. S u b m it 

a  s ing le  copy  o f e lec tron ic  c o m m e n ts o r  tw o  p a p e r  cop ies  o f a n y  m a i led 

c o m m e n ts, excep t th a t ind iv idua ls  m a y  submi t o n e  p a p e r  copy . C o m m e n ts 

shou ld  b e  i d e n tifie d  w ith  th e  docke t n u m b e r  fo u n d  in  b racke ts in  tke  h e a d i n g  

o f th is  d o c u m e n t. A  copy  o f th e  g u i d a n c e  a n d  rece ived  c o m m e n ts a re  ava i lab le  

fo r  pub l ic  e x a m i n a tio n  in  th e  D iv is ion o f Docke ts M a r r a g e m e n t b e tw e e n  9  a .m . 

a n d  4  p .m ., M o n d a y  th r o u g h  Fr iday, 
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V. Electronic Access 

Persons with access to the Internet may obtain the guidance at either http:/ 

/www.fda.gov/cvm or http://www.fda.gov/ohrms/dockefsldefault.htm. 

Dated: /z- J-l,& 
December 211, 2005. 

JL 6; Shuren, 

fi 
s s nt Commissioner for Policy. 

[FR Dot. OS-????? Filed ??-??-05; 8:45 am] 
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